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DETAILED ACTION 

Response to Amendment 

1. Claims 1-11 and 13-23 have been cancelled. Claim 12 has been amended and 
claim 24 newly added as requested in the amendment filed on May 1 1 , 2009. Following 
the amendment, claims12 and 24 are pending in the instant application and are under 
examination in the instant office action. 

2. Any objection or rejection of record, which is not expressly repeated in this action 
has been overcome by Applicant's response and withdrawn. 

3. Applicant's arguments filed on May 1 1 , 2009 have been fully considered but they 
are not deemed to be persuasive for the reasons set forth below. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. As currently amended, Claims 12 and 24 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

6. Claim 12 is vague and indefinite in its recitation of measuring and comparing a 
signal transduction activity in a cell "capable of producing a protein consisting of ... SEQ 
ID NO: 8". Firstly, the term "capable of does not clarify whether it is required that the 
cells actually express SEQ ID NO: 8 in order for the method to be practiced. 
Furthermore, without active recited steps, which either lead to the active production of 
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the protein consisting of SEQ ID NO: 8, or active steps by which one identifies cells that 
physically express SEQ ID NO: 8, then one of ordinary skill in the art would not be 
reasonably apprised as to how to ascertain cells that are "capable of, and the metes 
and bounds the method are unclear. 

7. The term "inhibits" in claims 12 and 24 is a relative term which renders the claims 
indefinite. The term "inhibit" is not defined by either claim, nor does the specification 
provide a standard for ascertaining the requisite degree. For example, methods 
comprising contacting cells with toxins that kill the cells and terminates all signal 
transduction activity, reads upon inhibition in to the extreme. Thus, one of ordinary skill 
in the art would not be reasonably apprised of the scope of the invention. 

8. Claims 12 and 24 are rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting an essential step, such omission amounting to a gap between 
the steps. See MPEP § 2172.01. For both claims, the omitted step is the resulting step 
whereby a substance that exhibits brain/nerve cell protective action is identified. 

9. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

10. As currently amended, Claims 12 and 24 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement for reasons of record 
as applied to claim 12 in the Office action mailed February 11, 2009. 
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As currently amended, Claim 12 is drawn to a method for screening of a 
substance that exhibits brain/nerve cell protective action, which comprises measuring 
signal transduction activity of cells capable of expressing SEQ ID NO: 8 in the presence 
of SEQ ID NO: 2 in the presence or absence of a test compound and identifying a test 
compound that inhibits the signal transduction activity; newly added Claim 24 is drawn 
to a method for screening of a substance that exhibits brain/nerve cell protective action, 
which comprises measuring and comparing binding activity of a protein consisting of 
SEQ ID NO: 2 and a protein consisting of SEQ ID NO: 8 in the presence or absence of 
a test compound and identifying a test compound that inhibits the binding activity. 

In Remarks filed May 1 1 , 2009, Applicant traverses the rejection on the grounds 
that the claim amendments recite steps of measuring and comparing signal transduction 
or binding activity and the methods of measuring where well known in the art at the time 
of filing. Additionally, Applicant states, "The rejection also seems to question whether 
substances having neuroprotective activity could be screened. However, example 2 of 
the specification shows that cerebral infarction is suppressed by suppressing the 
function of MIP-3a (See page 104, line 28 - page 105, line 31). This example shows that 
the present invention is applicable for screening test compounds having a 
neuroprotective action" (page 5, Id). While these arguments have been fully considered 
they are not found persuasive for the following reasons. 

Claim 12 is broadly provides for the screening of a substance that exhibits 
brain/nerve cell protective action comprising measuring signal transduction activity of 
any cell in the presence of SEQ ID NO: 2 and a test compound wherein any test 
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compound that inhibits the signal transduction activity is identified as a neuroprotective 
substance. Claim 24 is broadly provides for the identification of a neuroprotective 
substance comprising identifying any test compound that inhibits the binding activity 
between SEQ ID NO: 2 and SEQ ID NO: 8. 

Example 2 of the specification, referenced in Remarks, demonstrates that a 
specific anti-MIP3a antibody is neuroprotective in a rat model of cerebral ischemia. 
However, the claims broadly encompass the identification of any substance that is 
neuroprotective in the face of any insult or injury comprising merely measuring and 
comparing signal transduction or binding activity. Neither the instant specification nor 
the art at the time of filing has provided a nexus between substances that inhibit the 
binding between SEQ ID NO: 2 and SEQ ID NO: 8 and neuroprotective action. Nor had 
the instant specification provided a functional correlation between the inhibition of signal 
transduction of cells in the presence of SEQ ID NO: 2 and neuroprotective cellular 
mechanisms. Therefore, the instant specification does not demonstrate that the 
substances identified by the claimed method provide brain/nerve cell protective action 
with a reasonable expectation of success. 

Furthermore, MPEP 2164.08(a) defines a single means claim as a claim which 
covers every conceivable means for achieving the stated purpose when the 
specification disclosed at most only those means known to the inventor. This type of 
claim was held to be nonenabling for the scope of the claim in In re Hyatt, 708 F.2d 712, 
218 USPQ 195 (Fed. Cir. 1983) because the specification disclosed at most only those 
means known to the inventor. When claims depend on a recited property (i.e. disruption 
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of signal transduction activity or and binding activity), a fact situation comparable to 
Hyatt is possible, where the claim covers every conceivable substance for achieving the 
stated result while the specification discloses at most only those known to the inventor. 
This appears to be the instant case and the claims are not commensurate in scope with 
the specification. Applicant should note that the claims are so broad as to encompass 
the identification of any test compound that results in cell death, which is the inhibition of 
the claims taken to the extreme, as a substance that exhibits brain/nerve cell protective 
action. Or similarly, provides for the identification of detergents or enzyme compounds, 
which inhibit protein-to-protein interactions, as substances that exhibit brain/nerve cell 
protective action merely because they inhibit the binding between SEQ ID NOs: 2 and 
8. Thus, the method of the claims encompass the identification of an unreasonable 
array of compounds as having brain/nerve protective action, many of which have no 
nexus to neuroprotective cellular mechanisms. Therefore, even though the active steps 
of measuring and comparing can be performed by one of ordinary skill in the art, a 
skilled artisan would not know how to identify substances as having brain/nerve 
protective action by performing the method as claimed. 

Therefore, Examiner maintains that one of ordinary skill in the art would not know 
how to practice the method as clamed with a reasonable expectation of success of 
identifying a substance with brain/nerve cell protective action without making a 
substantial inventive contribution. Thus, the rejection is maintained. 



11. No claim is allowed. 
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12. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to STACEY MACFARLANE whose telephone number is 
(571)270-3057. The examiner can normally be reached on M-W and F 5:30 to 2, 
TELEWORK-Thursdays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Stucker can be reached on (571 ) 272-091 1 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Stacey MacFarlane 

Examiner 

Art Unit 1649 

/John D. Ulm/ 

Primary Examiner, Art Unit 1649 



